


Food and &ug MmtniotraUon 

21 CFR Par-l356 . . 

MEWCY: Food aad Dn?g hdm’&ttraticih 
HHS. 

SUMSMRY: -rha food and 54 
Adrtdntiafi~o (F&%j is a-cing a 
call-for&it> fcuc hgredlerrts CSC!GX? in 
produd, bearing a3tip!aq@? aRd 
anliplagae-reia~d daim+ ach IPI “f~f 
the redtitiau w prevcnlba of ptaque, 
trutar, cd&t, mm8 stldcp deporitlc 
back&l build-up, und gingivitisis.” The 
agency will rc$ew the submitted data to 
determine whether these pradrrds are 
generally recognized as safe and 
effective and not xrJrbraMkd HIM their 
labeled uses. Tbls aotlce &Q describes 
the agency% general enforcement policy 
gavemlag the aaadca~ af 0 ver-the- 
couotei fm dreg products be;ttt\g 
antiplaque and ant3plaque:dated 
claims ducing the pendeky of this 
review. TM request is patt of the 
ongdng rev&W Of OTC drOg pmducts 
conducted by FUA. 





gum disease, f~~emed gums, 6woflen 
gums, bleeding gums, pyonhea, 
Vlnctnt’c Infection. periodontal diske, 
or tooth-destroybg acid*,” es wet1 as 
“promok heetthy ~WKUS” or to “condition 
gum6” hav~r also eppeared in 
promotional material. ahvettising. and 
profesiona? tab&g for dcntaf products. 
Nthough the aptcy guestian the 
scckptability of 6ome of these claims for 
an QTC drug product, the agency w+U 
accept data on 6uch ctaims in this 
review in order to make a determination 
as 10 their status. ‘I% egency invites 
comment on the appropriateness of each 
such claim for OTC drug labeting. (SW 
generai regdafoty policy d&cussed . 
below.] . *. 



FDA invites the submissfoa of data. - 
published and unpubltshed and any 
other InformatIon pertinent to active 
ingredients used In any dosage forms of 
dentat and oral health care drug 
products, ruch aa dentifricea ga.r$es+ 
mouthwashes, and similar products that 
have antigta ue of anfiph ue-related 
c!afma. In o rl er to be eti$b e for reties 3 
under the MC drug review procedures. 
the ingredient must have been marketed 
in a product with the relevant tndicaFfon 
(e.g.. ~331 e pIague or gingivitis ciatm) to 
n mater-M extant and for a materiaf time 
(21 U.S.C 321(p)(2)% Manufacturers of 
products bearing antipyaqoe and 
antfp!ague-related daims that contain 
active tngredienb that have not bean 
acaxketed far such indicationfs] to a 
material exteoF and for a matefZal~time 
should submit supporting safety and 
effectiveness data In an NUA. These 
products may not be legally marketed in 
interstate commerce until ap NDA is 
approved, , 

Manufacturers of products Mating 
antiplaqui? and antiplaque-refated that 
cantaln active ingredients that have 
beer! marketed for such Indicatiaafs) to 
a materialhxten(and Sot a mdterIal time 
msy subndt supporting safety and 
effediveaess data to the OTC drwg 
reMw. The subtxyfssion of data should 
include tnformatfoa that demonstraFat 
that the ingredients bt~e been marketed’ 
to a mate’riat extent and for a material 
time for the relevant ~di~tiuns(s3. 
Products with fngredienb under 
Consideration for these Ind.icetion;r in 
the OTC dmq redew may be marketed 
(aF the same dosage a~~~~ and in ths 
same dosage km) under tbc 
manufacFuter*s good faith belief tha,F the 
product Is generally racagnited as safe 
and effective end not misbranded and in 
accotdanca with FDA’s enforcemeat 
poltcler retated lo Fhe 4YTC drug review. 
(gee m~‘a Compliance Policy Guides 
Nos. 7132b.6 and ?t$2b.?s.l Such 
products are marketed at ttie risk that 

the agency may adap! e position 
requiring relabeling. racall, or other 
reguIaloty ection. 

This call-for-data is part of the 
. agency’s ongofng review of OTC oral 

health care drug products. The Oral 
Cavity Pand’a report was published in 
Fhe Federal Register of hlay 25.1982 (47 
FR 22760). The qpwy is issuing the 
tantative final monograph for OTC oral 
heafth care dnig products in several 
segments. The first segments addressed 
OTC araf health care anesthetic/ 
analgesic, astringent, debriding agent/ 
oral wound cleanser. and demutcent 
drug products and wao published in the 
r’wera1 Regi6fe.c of fanuary 27,198a (53 
FR ZKB]. An amendment to this segment 
wilI address OTC relief of oral 
discomfort d~.~g products. Another 
segmeot v&J contain rhe agency’s - ’ - 
responses to comments regarding oraf 
health care ~tirni~bja~ dreg products 
and comments on the dmg or cosmetic 
atalu~ afarfain oral haahh care 
prod&s and cJa&ns. ?Ixese segments 
wiH be published in future Issues of the 
Fedetai’Regfster. This call-for-data is the 
initia! step ia the deve~~~rnent of the 
final segn;ent of the ruhuaking for OTC 
oraf he&.. oa.re drug produck, which 
will address antiplaque and antiplaque- 
retafed claims, 

To be considered in this view, eight 
copies of the data and, information mu?lF 
be submitted. pr~fer~b~~ bound. 
indexed. and on standard size paper 
(approximately 8% by 11 inches). The 
agency suggests that all rubmissions be 
in the format descn’bed in 21 CF’R 
330.10(a)(2). 



hi accc&ancPr with 0 3~.~~8~~2~.~~~ 
submitted data on antiplaque * 

’ Ingredients and dqims till be handled 
8s cotidential by the agency. However, 
all the subrnl tted t~$armattcn will be put 
on’potilic display In tha Dockets 
Management Branch (HFA-305). Food 
and Drug Adminls~@ation, Rm. 4-4~ SHXI 
Flshen Lane, RoclivUie, MD 20%7,30 
days after publication of any proposed 
rules resulting from the review of the 
submitted mate&& except to the extent 
that the person crub~tting it 
demonstrstes thai it faUs within the 
cord’identiality provisions of 18 USC 
mx or recticm 3QS(j] at the ect fn 
W.S.C. m(jj]. At the time of ~blt~tio~ 
requests for con@denttaIity should be 
nubmitted to William E Gilber!~~~ 
Center tot Drug ?&atuatlon 8nd 
Research {HFD-~Io] [address abovef. 

Data and tnforrnation should be 

’ 
eddressed to theDivtion of OTC D,rug 
‘Evahktion {additss above] Dala 
submitted after be closhtg date of 
March,Wl, ‘199X w%U not be considered 

except by petition pu&~nt to 0 ~aao 
tzl CFR %30~ 

tn the Federal Register of December 
19,MfI 153 FR !%J$S@]. the agency 
annuunled the estab~ts~ent of the 
Denta! Products Panef and stated that 
?his panel will function at times ils an 
OTC drug advisory panel to revtew and 
evafuate vatious curr&y tnarketdd 
nonprescription dntg products for 
human USC and the adequacy of their 
Ilabeling, The panet will advise the 
Commisdms of Food and 0~83 on the 
p~rnofg~t~oo of mongra~~s estabtithtng 
caodt~o~s~~der which these drugs ate 
generally recogrdzed M safe and 
effective and.nor mtsbe~~de~ ?ita 
cgency fn?ends to use this panet to 
review and evaluate fngrcdients 
contained in pmducis bearin 
antipfaqqe and anttptaqotc.re f ated 
ciatms prtwuant to thts c4Lfordata. - _ 
Rcfcseocar * 

fl) tot. I% E Tiwilmt8. end sa fenten 
“&~rSfnantal CkqWii in &fan” journal 
ofPcriaont5t~. 36977487,19Bs. 

(2) nlcuadC % ff Id.. “mptzfnsrnt*~ . 
CSrq$vSttr in ?-fen &J. A ton$ud&nsl . 
CRnk~I and tfaetcrtubgtcal tnvtstig&on” 
&rMnot ajfkM*ntat Rest?on&, f:btf* 

l~;~rja~, ut~8~escd t&xtkcl 
Dictionar)r,” mb Ed. W&t. Sjundtk Co.. 
~~f~de~~~ ~988, w. ‘ptaquc.” 
DatcC septttubcr ra. smo. 

Rouakil G. c&lt- . 
AssociDIa Commiss~*~arr~r~~~~~~~~ 
&jUzs. 
fFR &HZ. Q&25!%@ F&d ft+%-$% 8~45 83 
ttll.mm Eocf 4w41-M 
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